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Declaration of Kenneth Walsh Under 37 CFR $1.131 

Sir: 

I, Kenneth Walsh, declare that: 

1 . I am an inventor of the above-identified patent application. I make this 
Declaration in support of that application and in response to the Office Action 
(Paper No. 16) dated May 14, 2001. 

2. The purpose of this Declaration is to establish conception and diligence in 
reduction'to practice of the claimed invention in the United States as of a date 
prior to October 17, 2604* which is the publication date appearing on the S. Datta 
et al. reference, entitled "Akt Phosphorylation of BAD Couples Survival Signals 
to the Cell-Intrinsic Death Machinery" (Cell, vol. 91:231-241 (October 17, 1987), 
made of record by the Examiner during prosecution of this application. 

3. The claimed invention is directed to a method for treating myocardial infarction 
by administering an Akt molecule. 
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4. The Summary of the Invention (application page 2, lines 16-22) states: 

"The invention involves the discovery that Akt (also known a Protein Kinase-B, 
PKB) inhibits apoptotic cell-death of cells, and in particular, inhibits apoptotic cell-death 
of cardiomyocytes, skeletal myocytes and/or vascular endothelial cells. In view of these 
discoveries, it is believed that Akt molecules can be used to inhibit apoptotic cell-death of 
the afore-mentioned cell types, and in particular, to treat conditions (e.g., myocardial 
infarction) that result in increased apoptotic cell-death of cardiomyocytes, skeletal 
myocytes and/or vascular endothelial cells." 

5. To establish conception of the claimed invention, I submit herewith a 
reproduction of two pages from the laboratory notebook of Yasushi Fujio (Exhibit 
A, attached hereto) who worked in my laboratory under my direction on research 
relating to the claimed invention. The two notebook pages are entitled "C2C12 
cells 1" and C2C12 cells 2," and are dated "971 116" and "971 119," respectively 
(top right hand corner of pages, year/month/day). These experiments describe the 
results of experiments which establish that Akt inhibits apoptotic cell-death of 
myocytes. 

6. The experimental strategy for the Exhibit A experiment is presented in Example 1 
of the application as filed (pages 32-40, "Akt controls skeletal myocyte 
viability"). Example 1 of the application further describes the materials and 
methods that are identified in Exhibit A (e.g., "C2C12 cells" (page 33, line 10); 
"Lipofectamine" (page 34, line 30); "OptiMEM" (page 34, line 30); "CMV" 
(page 35, line 1 1, "cytomegalovirus promoter"); "p-Gal" (page 35, line 17, "p- 
galactosidase"); "Akt(wt)" (page 35, line 22, "wild-type Akt"); and 
"Akt(K179M)" (page 35, line 23). 
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7. The results shown in Exhibit A (page 2 table and bar graph) also are described in 
Example 1 of the application as filed, "... these data show that Akt is effective in 
protecting mitotic cells against death during the differentiation process" (page 40, 
lines 1-2). 

8. The above-identified patent application is substantially identical to the provisional 
application (USSN 60/102,740, filed October 2, 1998) to which it claims priority. 
To show diligence between conception and the filing date of the priority 
document , I also submit a reproduction of four additional pages from the 
laboratory notebook of Yasushi Fujio (Exhibit B, attached hereto) who worked in 
my laboratory under my direction on research relating to the claimed invention. 
The four notebook pages are entitled "Endothelial cell 1", "Endothelial cell 2", 
"cardiomyocyte 1", and "cardiomyocyte 2", with the earliest dates for these 
experiments being "960407" for the endothelial cell experiments and "980630" 
for the cardiomyocytes, respectively (top right hand corner of pages, 
year/month/day). These experiments describe the results of experiments which 
establish that Akt inhibits apoptotic cell-death of endothelial cells and 
cardiomyocytes, respectively. 

9. Exhibit A establishes a date of conception of the invention prior to October 1 7, 
1997, which is the publication date appearing on the S. Datta et al. reference. 

10. Exhibit B and the above-identified application and priority document as filed 
establish due diligence in reducing the invention to practice from a date prior to 
the publication date appearing on the S. Datta et al. reference to the filing date of 
the above-identified patent application priority document. 
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1 1 . From these exhibits, one of ordinary skill in the art would recognize that I had 

conception of the invention in this country from a date prior to October 17, 1997, 
and that reduction to practice was diligently pursued from conception until the 
filing of the patent application priority document. 

I, the undersigned, declare that all statements made herein of my own knowledge are true 
and that all statements made on information and belief are believed to be true, and further, that 
these statements were made with the knowledge that willful false statements and the like so 
made are punishable by fine or imprisonment, or both, under §1001 of title 18 of the United 
States Code, and that such willful false statements may jeopardize the validity of this document 
and any patent which may issue from the above-identified patent application. 

Date: 

Kenneth Walsh 
207 Judy Farm Road 
Carlisle, MA 01742 
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